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Ci5(150 mmx4.6 mm, 5 pm), ABHAAH TAE-K(40 © 60), =FWHAT S FFEAN, B E S FHRES), £FEF&
BT A5 B BM(MRM) 7 XitiTdam i &, R AAFFHFREE 0.025 65~2.565 ngmL ™' A 5% @4 2 RIFaY
ZME R, rh0.9993; FEiEAEFREA 0.02595~2.596 pgmL ' W 5% EARERIFHEEEZ, 1A 09998; £LH
o3k A3 B AR M E A 99.7%, RSD=2.2%; #3bx A5 -FH¥mA el &% 100.9%, RSD=2.3%, &it AF EME,
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Determination of Gitoxin and Digitoxin in Digaoxin Tablets by HPLC-MS/MS

ZHU Jianxi', ZHUANG Boyangz*, WANG Ling3, LIN Minz(l.Nine-five Clinical Department Medical Device Division
of Fuzhou General Hospital of Nanjing Military Command, Putian 351100, China; 2.Fujian Provincial Institute for Drug
Control, Fuzhou 350001, China; 3.Department of Pharmacy, Provincial Clinical College of Fujian Medical University, Fujian
Provincial Hospital, Fuzhou 350001, China)

ABSTRACT: OBJECTIVE To establish an HPLC-MS/MS method for determining the contents of gitoxin and digitoxin in
Digaoxin tablets. METHODS The condition of detection were: Agilent Cig(150 mmx4.6mm, 5 pm), the mobile phase
consisted of acetonitrile and water(40 : 60), the detection wavelength was triple quadrupled tandem mass spectrometry with ESI
source in the negative ion mode. Quantitation was performed using multiple reaction monitoring (MRM). RESULTS The
calibration curves were linear in the range of 0.025 65-2.565 pg-mL™" for gitoxin(r=0.999 3); the calibration curves were linear
in the range of 0.025 95-2.596 pg'mL™" for digitoxin(r=0.999 8). The average recovery of gitoxin was 99.7%(RSD=2.2%); the
average recovery of digitoxin was 100.9%(RSD=2.3%). CONCLUSION The method is simple, accurate, reliable and can be

used for the quality control of gitoxin and digitoxin in Digaoxin tablets.
KEY WORDS: Digaoxin tablets; HPLC-MS/MS; related substances; gitoxin; digitoxin
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BE: B ZisaAnggharReErE£ed . 1. VIA4S S0 F ik, BE  ©ig4 4 Phenomenex Luna Cig
(4.6 mmx250 mm, 5 pm); AFHAEA THE(A)-KBYEEERBL; AikA 1.0mL-min'; ABA 25 C; #alk KA 203 nm,
#R Fxed . 0. AL A £ 2.024~14.168, 2.010~14.07, 2.016~14.112 % 2.032~14.224 pgmL™" R 54 &4 2
RIFGIEMERZ, r 254 0.999 8, 0.999 7, 0.999 8 F= 0.999 8; FHinH @I &2 51 A 99.0%(RSD=0.29%), 99.4%
(RSD=1.13%), 99.4%(RSD=0.58%), 100.3%(RSD=0.95%). £5it A2 tkt, LA RIFeHEWAtE T, nE L
RTHE, TRATAZRGREEH,
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Determination of Polyphyllin I, II, VI and VI in Gongxuening Capsule by HPLC
CHEN Xikun(Guangxi Nanning Institute for Food and Drug Control, Nanning 530001, China)

ABSTRACT: OBJECTIVE To establish an HPLC method for determination of polyphyllin I, II, VI and VI in Gongxuening
capsule. METHODS Phenomenex Luna Cig column (4.6 mmx250 mm, 5 pm) was used. Mobile phase was acetonitrile(A)-
water(B) with gradient elute. The flow rate was 1.0 mL-min "', the column temperature was 25 °C, the detection wavelength was
203 nm. RESULTS The content of polyphyllin I, II, VI and VI had a good linear relationship in the range of 2.024—
14.168, 2.010-14.07, 2.016—14.112 and 2.032—-14.224 pg'mL™", and r was 0.999 8, 0.999 7, 0.999 8 and 0.999 8, respectively.
The average recoveries of them were 99.0%(RSD=0.29%), 99.4%(RSD=1.13%), 99.4%(RSD=0.58%), 100.3(RSD=0.95%),
respectively. CONCLUSION  The methods is simple and quick, which has good precision and stability, the result is reliable
and can be used for quality control of Gongxuening capsule.

KEY WORDS: Gongxuening capsule; HPLC; polyphyllin I ; polyphyllin II ; polyphyllin VI; polyphyllin VI
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